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DETAILED ACTION 

1 . This action is in response to the RCE filed 9/30/05. 

2. Claims 1-17, 19, 20, and 24 are pending in the case. Claims 1, 10, 17, and 24, are 
independent claims. 

3. The rejections of claims 1-6, 10-17, 19, 20, 24, and 25, under 35 U.S.C. 103(a) as being 
unpatentable over Kurosawa in view of Fukui have been withdrawn as necessitated by 
applicant's amendment. 

Claim Rejections - 35 USC § 112 

4. The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly claiming the 
subject matter which the applicant regards as his invention. 

5. Claims 14, 15, and 16, are rejected under 35 U.S.C. 112, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention. 

In reference to dependent claim 14, the claim recites 'wherein each data record formatted 
within a format region of the first type is repeated at the beginning of each page of the 
document 5 . There is insufficient antecedent bases for the limitation, 'of the first type' in the 
claim. Appropriate correction is required. 

In reference to dependent claims 15 & 16, the claims recite similar claim language as 14 and 
therefore dependent claim 15 & 16 are rejected under similar rationale. 
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Claim Rejections - 35 USC §103 

6. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 

7. Claims 1-17, 19, 20, and 24 are rejected under 35 U.S.C 103(a) as being 
unpatentable over Umen et ah, USPN 6,854,086 filed (11/13/02). 

In reference to independent claim 1, Umen teaches: 

Section headings may be included in the document templates for identifying the various 
sections of each document. At each location within the document template where a data object is 
to be retrieved from the clinical study data base, there is a control code identifying which object 
is to be retrieved (compare to "associating an identifier with each record in a data stream at a 
first computer, the identifier indicating a type of information included within a data record"). 
See column 17, lines 20-35. 

Each of the document templates specifies the type and order of data objects that are to be 
retrieved from the clinical study database in order to produce a standard drug document in 
accordance with FDA, EU, Company, or other predetermined document formats. Table 1 lists 
representative study details that may be specified within representative standard types of 
documents (compare to "associating each identifier with a format region, each format region 
defining an area on a document page"). See column 10, lines 35-55. 

When the user selects Document Generation from the main menu, the DMUI provides a 
series of study selection menus which allow the user to specify whether the desired document 
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pertains to a single study or whether the desired document integrates data from more than one 
study, and to select the study of interest (compare to 'specifying parameters for each format 
region, where the parameters include formatting instructions relating to the presentation of 
the data records in a document at a second computer"). See column 17, lines 33-67. The 
reference fails to explicitly state the parameter are directly related to a format region; however, 
the parameters selected by the user for specifying dates of studies suggests the placement of data 
into specific regions. It would have been obvious to one of ordinary skill in the art at the time the 
invention was made to have utilized the parameters and predefined templates for document 
layouts and effecting specific document regions for production of a standard drug document in 
accordance with FDA, EU, Company, or other predetermined document formats. 

When the DMUI has completed generating the document, the document can be provided 
to the word processor for any desired editing or refinement by the user (compare to 'formatting 
each data record within the corresponding format region according to the parameters 
specified at the second computer"). See column 19, lines 25-45. 
In reference to dependent claim 2, Umen teaches: 

In addition to specifying study details, text objects, and the arrangement thereof, the 
document templates may include standard plain text items that are usually included in the 
respective documents. See column 17, lines 20-27. The reference does not explicitly state 
formatting instructions are specified for each format region, however, based on the selection of 
the template by the user, specific regions of the document will be formatted based on a specific 
template. Therefore, it would have been obvious to one of ordinary skill in the art, having the 
teachings of Umen, to utilize the well-known methods of a template to format different regions 
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of a document based on specific data because it would have given the reader an organized 
approach to analyze data produced by the data request. 
In reference to dependent claim 3, Umen teaches: 

When the user selects Document Generation from the main menu, the DMUI provides a 
series of study selection menus which allow the user to specify whether the desired document 
pertains to a single study or whether the desired document integrates data from more than one 
study. If a multiple-study document is selected, then the DMUI provides selection menus for 
selecting the multiple studies from which data is to be used in the document. See column 17, 
lines 33-43. 

In reference to dependent claim 4, Umen teaches: 

When the DMUI has completed generating the document, the document can be provided 
to the word processor for any desired editing or refinement by the user. Additionally, the user 
may then instruct the word processor to operate the printer for printing the generated document. 
See column 19, lines 35-45. 

In reference to dependent claim 5, Umen teaches: 

Section headings may be included in the document templates for identifying the various 
sections of each document. At each location within the document template where a data object is 
to be retrieved from the clinical study database, there is a control code identifying which object 
is to be retrieved. See column 17, lines 23-27. 
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In reference to dependent claim 6, Umen teaches: 

The retrieved detail object is then placed into the document as detail text. When the detail 
text is inserted into the document, the DMUI also places a delimiter code, represented in FIG. 7. 
See column 18, lines 30-46. 
In reference to dependent claim 7, Umen teaches: 

Figure 2 illustrates a communications network which includes a printer, display, 
keyboard, word processor, data management user interface, which inherently provides a 
communications network. 

In reference to dependent claim 8, Umen teaches: 

The reference provides a communications network which is illustrated in figure 2. The 
reference fails to explicitly state a third computer used for performing similar methods as 
discussed in the rejection of the independent claim; however, the data management user interface 
could provide records to multiple user if they requested records from a third computer. It would 
have been obvious to one of ordinary skill in the art to modify the communications network 
disclosed in Umen to further provide different users requesting similar data to illustrate a 
network of computers assigned to one specific task. 
In reference to dependent claim 9, Umen teaches: 

If the referenced detail has not yet been entered into the detail files of the current study, 
then the DMUI will fail to retrieve the selected data. See column 8, lines 55-67. The reference 
fails to explicitly state the computer is unable gain access; however, if the referenced detail has 
not yet been entered is suggestive of the second computer unable to gain access to the data if the 
referenced detail has not been entered. 
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In reference to claims 10-12, 14-16, 17, and 24, the claims recite similar limitations to those 
found in 1 and 3-7 for carrying out the formatting methods. Therefore, the claims are rejected 
under similar rationale. 

In reference to claims 13, 19, and 20, the claims recite similar limitations to those found in 2, 8 
and 9 for carrying out the formatting methods. Therefore, the claims are rejected under similar 
rationale. 

Response to Arguments 

8. Applicant's arguments with respect to claims 1-17, 19, 20, and 24, have been considered 
but are moot in view of the new ground(s) of rejection. 

Conclusion 

The prior art made of record and not relied upon is considered pertinent to applicant's 
disclosure. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Matthew J. Ludwig whose telephone number is 571-272-4127. 
The examiner can normally be reached on 9:00am-6:00pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Stephen Hong can be reached on 571-272-4124. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). 
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